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21 CFR Ch. II (4–1–14 Edition) § 1301.27 

§ 1301.27 Separate registration by re-
tail pharmacies for installation and 
operation of automated dispensing 
systems at long term care facilities. 

(a) A retail pharmacy may install 
and operate automated dispensing sys-
tems, as defined in § 1300.01 of this 
chapter, at long term care facilities, 
under the requirements of § 1301.17. No 
person other than a registered retail 
pharmacy may install and operate an 
automated dispensing system at a long 
term care facility. 

(b) Retail pharmacies installing and 
operating automated dispensing sys-
tems at long term care facilities must 
maintain a separate registration at the 
location of each long term care facility 
at which automated dispensing sys-
tems are located. If more than one reg-
istered retail pharmacy operates auto-
mated dispensing systems at the same 
long term care facility, each retail 
pharmacy must maintain a registra-
tion at the long term care facility. 

(c) A registered retail pharmacy ap-
plying for a separate registration to 
operate an automated dispensing sys-
tem for the dispensing of controlled 
substances at a long term care facility 
is exempt from application fees for any 
such additional registrations. 

[70 FR 25465, May 13, 2005] 

§ 1301.28 Exemption from separate 
registration for practitioners dis-
pensing or prescribing Schedule III, 
IV, or V narcotic controlled drugs 
approved by the Food and Drug Ad-
ministration specifically for use in 
maintenance or detoxification 
treatment. 

(a) An individual practitioner may 
dispense or prescribe Schedule III, IV, 
or V narcotic controlled drugs or com-
binations of narcotic controlled drugs 
which have been approved by the Food 
and Drug Administration (FDA) spe-
cifically for use in maintenance or de-
toxification treatment without obtain-
ing the separate registration required 
by § 1301.13(e) if all of the following con-
ditions are met: 

(1) The individual practitioner meets 
the conditions specified in paragraph 
(b) of this section. 

(2) The narcotic drugs or combina-
tion of narcotic drugs meet the condi-

tions specified in paragraph (c) of this 
section. 

(3) The individual practitioner is in 
compliance with either paragraph (d) 
or paragraph (e) of this section. 

(b)(1) The individual practitioner 
must submit notification to the Sec-
retary of Health and Human Services 
stating the individual practitioner’s in-
tent to dispense or prescribe narcotic 
drugs under paragraph (a) of this sec-
tion. The notice must contain all of the 
following certifications: 

(i) The individual practitioner is reg-
istered under § 1301.13 as an individual 
practitioner and is a ‘‘qualifying physi-
cian’’ as defined in section 303(g)(2)(G) 
of the Act (21 U.S.C. 823(g)(2)(G)). 

(ii) The individual practitioner has 
the capacity to refer the patients to 
whom the individual practitioner will 
provide narcotic drugs or combinations 
of narcotic drugs for appropriate coun-
seling and other appropriate ancillary 
services. 

(iii) The total number of patients to 
whom the individual practitioner will 
provide narcotic drugs or combinations 
of narcotic drugs under this section 
will not exceed 30 at any one time un-
less, not sooner than 1 year after the 
date on which the practitioner sub-
mitted the initial notification to the 
Secretary of Health and Human Serv-
ices, the practitioner submits a second 
notification to the Secretary of the 
need and intent of the practitioner to 
treat up to 100 patients. A second noti-
fication under this subparagraph shall 
contain the certifications required by 
subparagraphs (i) and (ii) of this para-
graph. The Secretary of Health and 
Human Services may promulgate regu-
lations to change the total number of 
patients. 

(2) If an individual practitioner wish-
es to prescribe or dispense narcotic 
drugs pursuant to paragraph (e) of this 
section, the individual practitioner 
must provide the Secretary of Health 
and Human Services the following: 

(i) Notification as required under 
paragraph (b)(1) of this section in writ-
ing, stating the individual practi-
tioner’s name and DEA registration 
number issued under § 1301.13. 

(ii) If the individual practitioner is a 
member of a group practice, the names 
of the other individual practitioners in 
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